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DETAILED ACTION 

Priority 

This application discloses and claims only subject matter disclosed in prior 
Application No. 11/008,669, filed 12/10/04, and names an inventor or inventors named 
in the prior application. Accordingly, this application may constitute a continuation or 
division. Should applicant desire to obtain the benefit of the filing date of the prior 
application, attention is directed to 35 U.S.C. 120 and 37 CFR 1.78. 



Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the skirt, means for 
adjusting an aperture of the exhaust port, and an adjustable dial must be shown or the 
feature(s) canceled from the claim(s), the removable nasal insert. No new matter 
should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
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consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Specification 

The disclosure is objected to because of the following informalities: The first 
paragraph of the specification needs to list the proper application for which priority is 
being claimed and the current status of any applications in which priority is being 
claimed. Correction is required. 

Claim Objections 

Claim 6 is objected to because of the following informalities: "....headgear flange 
is connected a flanged on the outer wall..." should be amended. Correction is required. 

Claim 33 is objected to because of the following informalities: in line 6, "...the y- 
connector..." lacks antecedent basis. Line 12, "...outflowouflow..." needs to be 
corrected. Correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless - 
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(e) the invention was described in a patent granted on an application for patent by another filed 
in the United States before the invention thereof by the applicant for patent, or on an 
international application by another who has fulfilled the requirements of paragraphs (1), (2), 
and (4) of section 371(c) of this title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors 
Protection Act of 1999 (AIPA) and the Intellectual Property and High Technology 
Technical Amendments Act of 2002 do not apply when the reference is a U.S. 
patent resulting directly or indirectly from an international application filed before 
November 29, 2000. Therefore, the prior art date of the reference is determined 
under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 35 U.S.C. 
102(e)). 

Claims 1, 4-6, 8-11, 13, 15, 18-20, 22-25, 27, and 29-33 are rejected under 35 
U.S.C. 102(e) as being anticipated by Strickland et.al. (6,679,265). 

Strickland in a nasal ventilation interface (10) discloses a cannula (see illustration 
of Fig. 2 below) connectable to a source of ventilation gas via two ventilation connectors 
(see illustration of Fig. 2 below); at least one reservoir flange (see illustration of Fig. 2 
below) and in close proximity with at least one nasal insert (12, 13); at least one seal 
portion (26) positioned on a distal end of the at least one nasal insert; a central reservoir 
(see illustration of Fig. 2 below) between the at least one reservoir flange and the nasal 
insert; at least one exhaust flange (see illustration of Fig. 2 below) coupled to the central 
reservoir; and an exhaust port coupled to the exhaust flange positioned at a midpoint 
between the at least two ventilation connectors (see illustration of Fig. 2 below). 

With respect to claim 4, Strickland discloses wherein an interior wall of the 
exhaust port maintains a substantially constant diameter (Figs. 2-7). 
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With respect to claim 5, Strickland discloses at least one headgear flange (see 
illustration of Fig. 1 below). 

With respect to claim 6, Strickland discloses wherein the at least one headgear 
flange is connected on the outer wall of the cannula (Figs. 1 , 2). 

With respect to claims 8 and 22, Strickland discloses wherein at least one of the 
reservoir flange, nasal insert, and central reservoir are configured to provide laminar 
flow (Figs. 2-7). 

With respect to claims 9 and 23, Strickland discloses wherein the exhaust port 
has a substantially oval cross section (Figs. 2-7). 

With respect to claimslO and 24, Strickland discloses wherein the seal portion 
(26) has a substantially oval cross section (Figs. 2-7). 

With respect to claims 1 1 and 25, the seal portion of Strickland is fully capable of 
receiving a skirt to prevent leakage (Figs. 2-7). 

With respect to claim 29, Strickland discloses wherein the at least one nasal 
insert are removable (because the nasal insert of Strickland can be taken out of a user's 
nares it is readable upon the claimed limitations; Figs. 2-7). 

With respect to claim 30, Strickland discloses wherein the at least one nasal 
insert and seal portion create a seal with at least one naris (Figs. 2-7). 

With respect to claim 31 , Strickland discloses wherein the at least one nasal 
insert and seal portion create a seal in at least one naris with a slight expansion of the 
seal portion by a positive airway pressure (Col. 2, lines 55-67; inasmuch as the flange 
(i.e., nasal insert) is quite soft and conforms to the patient's nare's when positive 
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pressure is applied it would be inherent that the seal portion will create a seal with slight 
expansion. 



Fig. 2 
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With respect to claims 13, 15, 27, and 33,'note rejection of claim 1 above 
(illustration of Fig. 3 below) for the claim inflow portions and outflow portions. 
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With respect to claim 18, Strickland discloses wherein the exhaust port has a 
substantially oval cross section (Figs. 2-7). 

With respect to claim 19, Strickland discloses at least one headgear flange (See 
illustration of Fig. 2 above). 

With respect to claim 20, Strickland discloses wherein the at least one headgear 
flange is connected to the reservoir outer wall (Fig. 2). 

With respect to claim 32, Strickland discloses wherein the at least one nasal 
insert and seal portion are held in at least one naris by a headgear (Figs. 2-7). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 2, 12, 16, and 26 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Strickland et.al. (6,679,265) in view of Russell (3,097,642). 
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The difference between Strickland and claim 2 is an adjustable dial to adjust the 
aperture of the exhaust port. Russell in a ventilation interface teaches a dial (40, 44) 
providing a means to produce variable pressures within the lungs (Col. 4, lines 57-70) It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify the exhaust port of Strickland to employ any well known adjustable dial 
doing so would have provided a means to produce variable pressures within the lungs 
including the dial taught by Russell. 

With respect to claims 12, 16, and 26, note rejection of claim 2 above. 

Claims 7, 14, 21, and 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Strickland et.al. (6,679,265). 

Regarding claims 7 and 21 Strickland discloses the claimed invention except for 
the headgear flange substantially U-shaped. It would have been an obvious matter of 
design consideration for one of ordinary skill in the art at the time the invention was 
made to have the headgear flange substantially U-shaped because Applicant has not 
disclosed that having the headgear flange substantially U-shaped provides an 
advantage, or solves a stated problem. One of ordinary skill in the art, furthermore, 
would have expected Applicant's invention to perform equally well with the headgear 
flange of other shapes because the ability to hold the interface on a user is not affected 
by the shape of the headgear flange. Therefore, it would have been an obvious matter 
of design consideration to modify Strickland to obtain the invention as specified in 
claims 7 and 21. 
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Regarding claims 14 and 28, Strickland's shape of the flow portions provides for 
the claimed limitations of slowing the inflowing air velocity without a drop in pressure by 
allowing additional air molecules to enter the central reservoir, especially inasmuch as 
applicant has not shown any structural differences in the invention as that of Strickland. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to 
prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. 
See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 
759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 
USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); 
and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may 
be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent is shown 
to be commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign 
a terminal disclaimer. A terminal disclaimer signed by the assignee must fully 
comply with 37 CFR 3.73(b). 

Claims 1-6, 8-10, 12, 13,16-20, 22-27, and 32 are rejected on the ground of 

nonstatutory obviousness-type double patenting as being unpatentable over claims 1-12 
and 18-20 respectively of U.S. Patent No. 7,234,465. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because claim 1 of the 
instant application can be found in claim 1 of patent '465. The patented claim is more 
specific and therefore "anticipates" instant application claim 1 . In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993). Claim 2 of the instant application limitations 
can be found in claim 2 of patent '465. Claim 3 of the instant application limitations can 
be found in claim 1 of patent '465. Claim 4 of the instant application limitations can be 
found in claim 4 of patent '465. Claim 5 of the instant application limitations can be 
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found in claim 5 of patent '465. Claim 6 of the instant application can be found in claim 
6 of patent '465. Claim 8 of the instant application limitations can be found in claim 7 of 
patent '465. Claim 9 of the instant application limitations can be found in claim 8 of 
patent '465. Claim 10 of the instant application limitations can be found in claim 9 of 
patent '465. Claim 12 of the instant application limitations can be found in claim 11 of 
patent '465. Claim 13 of the instant application can be found in claim 12 of patent '465. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Teena Mitchell whose telephone number is (571) 272- 



4798. The examiner can normally be reached on Monday-Friday however the examiner 
is on a flexible schedule. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Teena Mitchell 
Primary Examiner 



Art Unit 3771 
June 10, 2007 
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